Janet Turk Wittes, Ph.D.

Statistics Collaborative, Inc.
1625 Massachusetts Avenue NW, Suite 600
Washington, DC 20036

Tel. (202) 247-9700; Fax (202) 247-9701
email: janet.wittes@statcollab.com

Higher education

1970 Harvard University Ph.D.  Statistics

1965 Harvard University M.A. Statistics

1964 Radcliffe College AB. Mathematics
Employment

1991- President, Statistics Collaborative, Inc.

1991-1992 Principal Research Scientist, New England Research Institute, Inc.

1989-1990 Biostatistician, Department of Veterans Affairs Medical Center,
Cooperative Studies Program Coordinating Center, West Haven, CT

1983-1989 Chief, Biostatistics Research Branch, National Heart, Lung, and Blood
Institute (NHLBI)

1974-1982 Assistant/Associate Professor, Department of Mathematical Sciences,
Hunter College of the City University of New York

1973-1974 Adjunct Assistant Professor, Division of Epidemiology, Columbia
University School of Public Health

1972-1973 Research Associate, Department of Statistics, The George Washington
University

1970-1972 Research Associate, Department of Biostatistics, University of Pittsburgh
School of Public Health

Honors and awards

Janet L. Norwood Award, For Outstanding Achievement by a Woman in the Statistical
Sciences, The University of Alabama at Birmingham (2006)

Inaugural Fellow, Society for Clinical Trials (2006)
Fellow, American Association for the Advancement of Science (1994)

Fellow, American Statistical Association (1989)
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Professional societies
American Association for the Advancement of Science (member since 1993)
American Statistical Association (member since 1965)
Fellow, 1989
Biometrics Section, Chair, 1992
Search Committee for Executive Director, 1995
Scientific Freedom and Human Rights Committee, 2012—
International Biometric Society (member since 1968)
Treasurer, 1987-1990
Finance Committee, 20002008
Council Member, 2003-2008
International Biometric Society, Eastern North American Region (member since 1968)
Regional Advisory Board, 1977-1980
ENAR Program Chair for Joint Statistical Meetings, 1982
Regional Committee, 1985-1990
Short Course Committee, 1986
Committee on Co-sponsorship of Professional Society Meetings, 1985
New Initiatives Committee, 1987
ENAR Representative on ASA Board, 1993
Executive Committee, 1994-1996
President, 1995

International Society for Clinical Biostatistics (member since 1995)
Scientific Program Committee, 1996

International Statistical Institute
Elected Member, 1996
Royal Statistical Society (member since 1995)
Society for Clinical Trials (member since 1983)
Chairman, Nominating Committee, 1987
Board of Directors, 1992-1994
Chair, Program Committee, Annual Meeting 1994
Publications Committee, 1993 and 2002-2004
Executive Committee, 20002003
President, 2001-2002
Elected Inaugural Fellow, 2006

Board Service
Maryland Medical Research Institute, Board Member, 2004-2010
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(b) (6)
Chair, Technology Committee, 2009—
Chair, Education Committee, 2011-

Editorial boards

Controlled Clinical Trials: Associate Editor, 1994-1998; Editor-in-Chief, 1993-1998;
Editorial Advisory Board, 1999-2003

Cardiovascular Clinical Trials Forum: Advisory Board, 19962000
Statistics in Medicine: Associate Editor, 1981-1991

Trials: Associate Editor, 2008-2011

Clinical Trials: Editorial Advisory Board, 2003—

Pilot and Feasibility Studies: Editorial Board member, 2014—

Data monitoring and scientific advisory committees, current

Member, Designing Clinical Studies to Evaluate the Role of Nutrition and Diet in Heart
Failure Management, NHLBI Working Group, 2013-

Member, WHO IVR/Global Malaria Programme Joint Technical Expert
Group (JTEG), 2008—

Chair, Data and Safety Monitoring Committee, Age-related Eye Disease Study II
(AREDS II), NEI, 2006-

Member, Clinical Trials Advisory Panel, National Institute on Aging, 2008—

Chair, Data and Safety Monitoring Committee, Multi-Center Uveitis Steroid Treatment
(MUST) Trial, NEIL, 2005-

Member, Data and Safety Monitoring Board, Resuscitation Outcomes Consortium,
NHLBI, 2008-

Chair, C/SOAP DSMB, NICHD, 2010-
Member, FLAT-SUGAR DSMB, NIDDK, 2011-

Member or chair, various safety monitoring committees for trials sponsored by industry
Studies in cardiovascular diseases, sepsis, cancer, critical care, vaccines, etc.

Data monitoring and scientific advisory committees, selected former (DSMB=Data and
Safety Monitoring Board or Committee)

Chair, DSMB Atherothrombosis Intervention in Metabolic Syndrome with Low
HDL/High Triglyceride and Impact on Global Health Outcomes (AIM-HIGH),
NHLBI, 2006-2011

Chair, DSMB, Retinitis Pigmentosa Trial, National Eye Institute (NEI), 2002-2011

Chair, DSMB of the Folic Acid for Vascular Outcome in Transplantation Recipients Trial
(FAVORIT), NIDDK, 2001-2009

Member, Diabetes Prevention Program (DPP) and Diabetes Prevention Program
Outcomes Study (DPPOS), Data Safety Monitoring Boards, 1997-2008
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Member, Committee on the Perspectives on the Role of Intermittent Preventive
Treatment for Malaria in Infants, Institute of Medicine, 2007-2008

Member, Data Access and Publication Principles Group, Association of American

Medical Colleges, 2005

Chair, Data and Safety Monitoring Board, Women'’s Health Initiative Clinical Trial, NIH,
1993-2004

Data Monitoring Committee, (D) (4) Trial, (D) (4) , 1982

Safety and Data Monitoring Committee for Phenobarbital Study, NINCDS, 1982-1988
Policy Advisory Board, Transfusion Safety Study (AIDS), NHLBI, 1984-1992

Cardiomyopathy Monitoring Committee, Division of Intramural Research, NIH,
1985-1988

DSMB for Antiepileptic Drug Development Studies, NINDS, 1986-1990

Safety and Efficacy Monitoring Board, (B) (4) Study,
1987-1990

Policy, Data and Safety Monitoring Board, Pediatric Pulmonary and Cardiovascular
Complications of Vertically Transmitted HIV Infection (P2C2), NHLBI, 1989-2002

Data and Safety Monitoring Board, Postmenopausal Estrogen/Progestin Interventions
Trial (PEPI), NHLBI, 1989-1995

Safety Monitoring Board, PiZZ Registry, NHLBI, 1989-1997

DSMB, Registry of Patients with Deficiency of Alphai-Antitrypsin, NHLBI, 1990-1996
DSMB, Trial to Reduce Alloimmunization to Platelets (TRAP), NHLBI, 1990-1995
DSMB, National Marrow Donor Program, 1990-1991

DSMB, Cholesterol Reduction in Seniors Program, NHLBI, 1991-1992

DSMB, Improving Intrauterine Contraception: (D) (4)
, Inc., 1991-1995

Performance and Safety Monitoring Board, Randomized Indomethacin GMH/IVH Trial,
NINDS, 1991-1992

Co-chair, Turner Syndrome DSMB, NIH, 1992-1993
DSMB, Arterial Disease Multifactorial Intervention Trial (ADMIT), NHLBI, 1992-1996

Policy Advisory Board, Cardiovascular Risk Factors in Young Adults, NHLBI,
1992-1998

DSMB, (b) (4) Trial, (b) (4) ,
1993-1999

DSMB, VA Non-Q-wave Infarction Strategies in-Hospital, 1993-1997

Planning Group, Workshop on Meta-Analysis of Cholesterol-Lowering Trials, NHLBI,
1993-1994

Scientific Advisory Board, NIH-DC Infant Mortality Initiative, 1993-1994
DSMB, Mycosis Study Group Trials, 1994-2000
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Advisory Panel, Study of Women’s Health Across the Nation, National Institute on
Aging, 1995-1996

AIDS and Related Research B Study Section, NIH, Member 1994-1997, Chair
1997-1998

Scientific Advisor, HDL Intervention Trial (VA-HIT), VA Cooperative Studies,
1989-2000

Chair, DSMB of the Age Related Eye Disease Study (AREDS), NEI, 1991-2000

Member, Executive Committee, The CONVINCE Trial, Sponsored by Searle,
1995-2002

DSMB, the ASCUS/LSIL Triage Study (ALTS),
1996-2001

Consultant, Anti-infective Drugs Advisory Committee, 1998-2000

Member, Medical Research Council of Canada, Grants Committee on Clinical Trials,
1998-2001; 2004-2006

Member, Circulatory System Devices Panel of the Medical Devices Advisory Committee,
FDA, 1999-2003

Member, International Clinical Trials Subcommittee of the Scientific Advisory
Committee, International AIDS Vaccine Initiative, 20002003

Advisor, FDA Statistical Advisors Orientation, sponsored by CBER, CDER, and CDRH,
2003

Member, Task Force on the NIH Women’s Health Research Agenda for the 21st Century,
2003

Other professional activities

Air Pollution Working Group of the Health Research Council of NYC,
1974-1975

NIH Site Visit Teams and Technical Review Panels, 1976-1981, 1989

National Academy Science Committee on Odors from Stationary and Mobile Sources,
1978-1979

NIH Consensus Development Panel on the Management of Febrile Seizures, 1980

Working Group on Drug Development in Alzheimer’s Disease, National Institute on
Aging, 1987-1988

NIH Special Study Sections, Statistical Methodology, Member 1988-1991

Pulmonary AIDS Study, Division of Lung Diseases, NHLBI, Special consultant,
1989-1990

Systolic Hypertension in the Elderly Study, Division of Epidemiology and Clinical
Applications, NHLBI Special consultant, 1989-1991

Working Session: Statistical Association Models, Wiesbaden, Germany, 1990 and 1992

Inclusion of Women in Clinical Trials, Institute of Medicine, Panelist, 1991
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Institutional Review Board, Maryland Medical Research Institute, 1991-2007
National Marrow Donor Program, Consultant on statistical methods, 1991-1993

Working Group to Formulate a Request for Proposals for Condom Breakage Study,
National Institute of Child Health and Human Development, 1991

AIDS and Related Programs NIH Study Section, 1993-1995; Chair 19961998
Board of Directors, Maryland Medical Research Institute, 1998-2007

NIH Technology Assessment Conference on Improving Medical Implant Performance
through Retrieval Information: Challenges and Opportunities, 2000

Women’s Hi-Tech Coalition, Washington, DC, 2003-2005

Planning Committee in the NIH Scientific Advances in Adaptive Clinical Trial Designs
Workshop, Bethesda, MD, 2009

Data Monitoring Committees: Best Practices and Future Directions, Drug Information
Association, Program Committee Member, 2012

Committee on Enhancing DSMBs, Multi-Regional Clinical Trials (MRCT) Center,
Harvard University, 2012—

Invited courses and positions

Department of Physiology, Harvard Medical School: Micro-course in Statistics,
Summer 1976

Faculty, 18th Summer Session in Biostatistics, Harvard School of Public Health, 1976

Memorial Sloan-Kettering Cancer Center, Department of Biostatistics, Visiting
Investigator, 1977-1981

Department of Biostatistics & Epidemiology, Cleveland Clinic, Visiting Prof Pro
Tempore, November 1990

Faculty, Foundation for Advanced Education in the Sciences, 1991-1992

Faculty, 7th and 8th International Symposium on Long-Term Clinical Trials, January
1991; September 1995

Faculty, Project LEAD Course on Biostatistics and Epidemiology, The National Breast
Cancer Coalition Fund, October 1995

Faculty, NIH Summer Institute on Design and Conduct of Clinical Trials Involving
Behavioral Interventions, Summer 2002, 2003, 2005, 2006

Faculty, Clinical Trial Essentials, Outcomes, and Issues for Eye Researchers, The
Association for Research in Vision and Ophthalmology, National Autonomous
University of Mexico, 2012

Grants and contracts (Principal Investigator)
Ascertainment Methods for Worker Populations —NIOSH Contract, 1980
The Power of the Mantel-Haenszel Test—PSC-CUNY Grant, 1980-1982
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Data Coordinating Center, National Cooperative Inner City Asthma Study,
National Institute of Allergy and Infectious Disease, 1990-1992

Software for Internal Pilot Studies for Clinical Trials, SBIR Grant Phase I, 1992-1993;
Phase II, 1994-1996

NHLBI program responsibilities

Cardiovascular Risk Factors in Young Adults Study, Program Staff, 1983-1988
Data Management Committee, 1983-1985
Quality Control Committee, 1986-1988

Systolic Hypertension in the Elderly Program, Program Staff, 1983-1989
Recruitment Committee, 1983-1986
Adherence Committee, 19861989
Chair, Writing Committee, Data Analysis Chapter of Baseline Monograph,
1988-1989

Thrombolysis in Myocardial Infarction, Program Staff, 1983-1986
Workshop on Evaluation of Therapy, Organizing Committee, 1983

Atherosclerosis Risk in Communities Studies, Program Staff, 1984-1986
Member, Surveillance Committee, 1985-1986

Hypertension Intervention Pooling Project, Program Staff, 1984-1986
Working Group on Moderate Hypertension, Program Staff, 1984-1985
Workshop on Surrogate Endpoints, Organizing Committee, 1985

Alphal-antitrypsin in PiZZ Patients Registry, Program Staff, 1986-1988
Member, Steering Committee, 1988-1989

Pediatric Pulmonary and Cardiovascular Complications of Vertically Transmitted
Human Immunodeficiency Virus (HIV) Infection, Program Staff, 1986-1989

Post-CABG Trial, Program Staff, 1986-1989
Antiplatelet Working Group, 1987-1988

Pulmonary AIDS Study, Program Staff, 1986-1989
Chair, Data Analysis Committee, 1988
Special consultant to Program Staff, 1989

Working Group on Multiple Endpoints in Trials of Hypertension Prevention, 1987
Member, Subcommittee on Analytical Issues, 1987

Workshop on Cost and Efficiency of Clinical Trials, Organizing Committee, 1988

Invited presentations (selected)

Adaptation Not by Design — When, If Ever, Can We (Should We) Do It? DIA KOL
Adaptive Design Webinar Series, 2015.

DMC report content/SAC contracts. DMC Think-Tank and Talk, McLean, VA, 2015.

How Should the Final Rule Affect DMCs? ICSA/Graybill Joint Conference, Fort Collins,
CO, 2015.
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Leadership Forum Panelists. ICSA/Graybill Joint Conference, Fort Collins, CO, 2015.

Introduction to IDMCs — A Training Course. Sponsored by The Harvard Clinical Trials
Center, Bangkok, Thailand, 2015.

Update on the CTTI Safety Reporting Statistician Working Group. Society for Clinical
Trials, Arlington, VA, 2015.

Adaptive designs: some cautionary notes. Johns Hopkins/FDA Course in Statistics,
White Oak, MD, 2014.

Combining sample size adjustment with interim analysis: theory and operations. Society
for Clinical Trials, Philadelphia, PA, 2014.

Considerations after stopping a trial early for overwhelming efficacy based on the
primary outcome. 2014 ASA Biopharmaceutical Section FDA-Industry Statistics
Workshop, Washington, DC, 2014.

Discussant: How to design personalized medicine trials investigating targeted therapies?
17th Global Cardio Vascular Clinical Trialists Workshop, Washington, DC, 2014.

Discussant: Regional differences in trials: do they exist? Can we detect/avoid them?
Consequences for trial interpretation and regulatory approval. 17th Global Cardio
Vascular Clinical Trialists Workshop, Washington, DC, 2014.

Discussant: Resource considerations and implementation barriers. Public Workshop:
Strategies for responsible sharing of clinical trial data, Institute of Medicine,
Washington, DC, 2014.

Discussant: Safety issues. Biostatistics and FDA regulation: the convergence of science
and law, Food and Drug Law Institute, Cambridge, MA, 2014.

Moderator: Can we handle the truth: roundtable discussion. Biostatistics and FDA
regulation: the convergence of science and law, Food and Drug Law Institute,
Cambridge, MA, 2014.

On data for DMCs: Clean or speedy? Complete or limited? Society for Clinical Trials
Webinar, 2014.

On supervising males (if you are a female statistician). Conference on Women in
Statistics, Cary, NC, 2014.

Preconference Workshop: Independent Data Monitoring Committees recommendations
for trials with an adaptive design: what, how, and to whom? Society for Clinical
Trials, Philadelphia, PA, 2014.

Some thoughts about composite and other complicated outcomes. Conference on
Innovations in the Science and Practice of Clinical Trials, Rockville, MD, 2014.

Adaptive clinical trials. Heart Failure and Nutrition Workshop, NHLBI, Bethesda, MD,
2013.

Data sharing from clinical trials. QSP]I, Silver Spring, MD, 2013.

DMCs and the new Final Rule: how should we respond? Joint Statistical Meetings,
Montreal, Canada, 2013.

Getting a seat at the table. Georgetown Biostatistics Department, Washington, DC, 2013.
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Preconference Workshop: So you are invited to a DSMB: Now what? Society for Clinical
Trials, Boston, MA, 2013.

Preconference Workshop: DSMBs for multiregional clinical trials, Harvard Multicenter
Regional Trial Committee, Boston, MA, 2013

Moderator: Alternatives to time-to-first event. 15th Cardiovascular Clinical Trialists
Workshop (CVCT), Paris, France, 2012.

How and how long should we look for long term safety of drugs that we prescribe for
life? 15th Cardiovascular Clinical Trialists Workshop (CVCT), Paris, France, 2012.

Discussant: To adjudicate or not to adjudicate. 15th Cardiovascular Clinical Trialists
Workshop (CVCT), Paris, France, 2012.

Data Safety Monitoring Boards: Planning and Execution. Short course at
Biopharmaceutical Applied Statistics Symposium XIX, Savannah, GA, 2012.

Trials of safety: sample sizes and informed consent. ASA Biopharmaceutical Section
FDA-Industry Statistics Workshop, Washington, DC, 2012.

Monitoring adaptive clinical trials. Joint Statistical Meeting (JSM), San Diego, CA, 2012.

History of the NHLBI Biostatistics Branch and its role in the early development of
clinical trials. Symposium Celebrating 30 Years at the University of Wisconsin,
Madison, W1, 2012.

Adaptive designs: are they practical and efficient? 3rd Sensible Guidelines for the
Conduct of Clinical Trials, Ontario, 2012.

Panel member: Emerging statistical issues in biomarker validation for clinical trials.
University of Pennsylvania Annual Conference on Statistical Issues in Clinical Trials,
Philadelphia, PA, 2012.

Statistics and public policy. American Statistical Association, Alexandria, VA, 2012.

Dose selection for phase IlI trials. 14th CardioVascular Clinical Trialists (CVCT)
Workshop, Paris, France, 2011.

Some cautionary notes on adaptive designs. Johns Hopkins Bloomberg School of Public
Health, Center for Clinical Trials Visiting Scholar Seminar Series, Baltimore, MD,
2011.

Data Monitoring Committee experiences in multi-regional clinical trials. 5th Annual
FDA/DIA Statistics Forum, Bethesda, MD, 2011.

Emerging/adaptive designs and other statistical issues with pilot studies. UCSF
Symposium on Pilot Studies, San Francisco, CA, 2011.

Analysis of randomized clinical trials of orphan diseases. Fourth Annual Bayesian
Biostatistics Conference, Houston, TX, 2011.

Panel member: Definition, adjudication and harmonization of endpoints. DIA/FDA Best
Practices for Regulatory Information Synthesis of Randomized Controlled Trials for
Product Safety Evaluation, Bethesda, MD, 2011.

Data Monitoring in Practice: Making Your Data Monitoring Committee Effective.
American Statistical Association Biopharmaceutical Section Webinar Series, 2010.
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Safety monitoring. Forum on Drug Discovery, Development, and Translation,
Washington, DC, 2010.

Responder Analysis 1 (Bad) and 2 (Good). FDA/Industry Statistics Workshop,
Washington, DC, 2010.

Micro-macro, FDA-EMA: On developing diabetes drugs. Drug Information Association
meeting, Washington, DC, 2010.

The multi-regional clinical trial project (MRCT) enhancing respect for research
participants, safety, and fairness in multi-regional clinical trials, Drug Information
Association meeting, Washington, DC, 2010.

Statistics for trials: How big should my study be? Key judgments, components, and
approaches to sample size and other relevant aspects of study design. Statistics: How
do I analyze the results of my RCT? Statistics for observational studies: Analytical
approaches for observational studies. Medical Research Council: International course
in health research methodology, Zevenwacht, South Africa, 2010.

Issues with unplanned sample size recalculation in randomized clinical trials. NIH
Scientific Advances in Adaptive Clinical Trial Designs Workshop, Bethesda, MD,
2009.

Short-course Workshop (with Thomas Fleming): Data Monitoring Committees: Statistical
and practical issues. FDA/ASA workshop, Washington, DC, 2009.

Non-inferiority in orphan diseases: can we improve upon existing therapies?
International Biometric Society, Eastern North American Region (ENAR),
San Antonio, TX, 2009.

Round table leader: Indemnification for consultants and DSMB members: who protects
whom? Joint Statistical Meeting (JSM), Washington, DC, 2009.

Insinuating ourselves early: how statisticians can become active participants in
pharmaceutical development teams. International Chinese Statistical Association,
Applied Statistics Symposium, San Francisco, CA, 2009.

Short-course FDA workshop on “Data and Safety Monitoring in Clinical Trials”. Food
and Drug Administration, Rockville, MD, 2009.

Why do so many people ignore missing data in randomized clinical trials?
Merck-Temple Conference, Plymouth, PA, 2008.

Why are we so often not at the table (and what we must do to get there)? 10th
Anniversary Johnson & Johnson Pharma Statistics Meeting, Raritan, NJ, 2008.

Discussant: Effective interactions of the DMC, Steering Committee, and Sponsor in a
long-term prevention trial. Joint Statistical Meeting (JSM), Denver, CO, 2008.

Discussant: Perspectives on adaptive designs. 44th Annual Drug Information
Association Meeting (DIA), Boston, MA, 2008.

Short-course Preconference Workshop (with Scott Evans): Data Safety Monitoring
Committees. 29th Annual Meeting Society for Clinical Trials, St. Louis, MO, 2008.
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Safety, Can you paradigm? A statistical lament (keynote address). Graybill Conference
VII, Denver, CO, 2008.

Panel Discussion: The future of the education of clinical trials statisticians: What changes
are needed? Graybill Conference VII, Denver, CO, 2008.

Schumi ], Rosenberg Z, Dickinson S, and Wittes, J. Conditional power considerations in
the design of a Phase 3 microbicide trial in Africa. International Biometrics Society,
Eastern North American Region (ENAR), 2008.

Now You Monitor the Women'’s Health Initiative Hormone Trials (keynote address).
Population Health Research Institute Retreat, Hamilton, Ontario, 2007.

Practical issues in dealing with the FDA: DSMBs - Keys to setting one up and its
operations. The Harvard Clinical Trials Workshop, Boston, MA, 2007.

Women'’s Health Initiative Estrogen Replacement Trial. NIH STEP Conference: Someone
to Watch Over Me: Data Safety Monitoring of NIH-supported clinical trials, 2007.

Discussant: DSMB Responsibilities. 10th CardioVascular Clinical Trialists Workshop
(CVCT), Paris, France, 2007.

Identifying harms in randomized clinical trials: Can we do better?
Boston University, Biostatistics Visiting Professor Day Clinical Trials Seminar, 2007.

Some statistical approaches for identifying harms in randomized clinical trials: 4th
Conference of the Eastern Mediterranean Region of the International Biometric
Society (EMR-IBS), Eilat, Israel, 2007.

Adaptive designs in cardiovascular trials: 9th CardioVascular Clinical Trialists
Workshop (CVCT), Paris, France, 2006.

Discussant: Unconventional endpoints pros and cons. 9th CardioVascular Clinical
Trialists Workshop (CVCT), Paris, France, 2006.

Looking backwards and forwards: Some methodological battles in randomized clinical
trials. University of Pittsburgh, 2006.

Censoring, multiplicity, and over-classification: Some statistical approaches for failing to
identify harms in randomized clinical trials. The University of Alabama at
Birmingham, 2006.

Revenge of the a—police: Thoughts on multiplicity and safety. NIAID/BRB Seminar, 2006.

DSMBs: Statistical dos and don’ts. 42nd Annual Drug Information Association (DIA)
Meeting, Philadelphia, PA, 2006.

FDA'’s guidelines on independent monitoring of trials: Are they helping and can they be
improved? Harvard Department of Biostatistics, Schering-Plough Workshop, Boston,
MA, 2006.

Discussant: A new approach to the use of historical controls for evaluating new drugs: A
case study. 27th Annual Society for Clinical Trials Meeting (SCT), Orlando, FL, 2006.

Clinical considerations in the development and review of severe sepsis biologic and drug
products. Drug Information Association Statistical Methodologies in the
Biopharmaceutical Sciences Workshop, Washington, DC, 2006.
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Interim monitoring for efficacy in randomized clinical trials. FDA Center for Drug
Evaluation and Research (CDER) Biostatistics Seminar, Washington, DC, 2006.

A view from an outside statistician: Some thoughts in two parts. FDA CDER Biostatistics
Seminar, Washington, DC, 2006.

Statistical approaches to hiding safety signals. Harvard Department of Biostatistics,
Schering-Plough Workshop, Boston, MA, 2005.

Panel discussion on safety. Harvard Department of Biostatistics, Schering-Plough
Workshop, Boston, MA, 2005.

How many statisticians does it take to do a t-test? — Conflicts of statistical roles in
industry-sponsored clinical trials - Roundtable discussion leader. International
Biometric Society, Eastern North American Region (ENAR), Austin, TX, 2005.

Statistical concerns under the Federal Advisory Committee Act (FACA) — Panelist.
International Biometric Society, Eastern North American Region (ENAR), Austin,
TX, 2005.

Basic principles of clinical trial design. Considering Usual Medical Care in Clinical Trials
Design: Scientific and Ethical Issues. NIH Program on Clinical Research Policy
Analysis and Coordination, Bethesda, MD, 2005.

Methods for incorporating flexibility in clinical trials. Biopharmaceutical Applied
Statistics Symposium (BASS XI), Savannah, GA, 2004.

Keynote address: Why do they hate us? A door to the inner sanctum. Biopharmaceutical
Applied Statistics Symposium (BASS XI), Savannah, GA, 2004.

Why specify best practices for DSMBs? Joint Statistical Meeting (JSM), Toronto, Canada,
2004.

Making independence work. Society for Clinical Trials, New Orleans, LA, 2004.
Discussant: FDA Bayesian Methods in Clinical Trials, Bethesda, MD, 2004.

DMCs for multinational trials: Plus la méme chose? DIA Workshop on Clinical Trial
Data Monitoring Committees, Bethesda, MD, 2003.

Elixer of youth? Hormone replacement therapy. The Institute for Learning in Retirement,
Washington, DC, 2003.

Issues in randomized clinical trials involving behavioral interventions: Analytic
methods. NIH Natcher Conference Center, 2003.

Confidentiality documents for DSMBs. Duke Clinical Research Institute: Conference and
Controversies in the Operation of Clinical Trials Monitoring Committees, 2003.

What to expect at your first advisory meeting. FDA Statistical Orientation, 2003.

How to put together a Phase IIIl DSMB and what it is like being on a Phase III DSMB.
Data and Safety Monitoring Plans: The Basics for Clinical Research, Tufts-New
England Medical Center, General Clinical Research Center, 2002.

Sample size: A window into designs of clinical trials. Center for Drug Development
Science, Georgetown University Medical School International Fellowship Program
Curriculum, 2002.
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Data monitoring. Seminar sponsored by the Child Neurology Society, 2002.

Safety monitoring: The role of statistics. University of Virginia General Clinical Research
Center Symposium, 2002.

Bending the rules: Some approaches to statistical flexibility in clinical trials.
Harvard Schering-Plough workshop on emerging strategies in designing and
monitoring clinical trials. Harvard University Department of Biostatistics, 2002.

Controversies in medicine: Clinical trials on trial. Seminar sponsored by Staff Training in
Extramural Programs (STEP) Committee, National Institutes of Health, 2001.

Sex and gender analysis in health research. Seminar and panel discussion sponsored by
the Office of Research on Women'’s Health, National Institutes of Health, 2000.

Sample size issues in clinical trials: Modification of sample size during a trial. Ninth
International Symposium on Long-term Clinical Trials-—Advanced Issues in the
Design and Conduct of Randomized Clinical Trials, 2000.

Views from a statistical consultant. 23rd Annual Midwest Biopharmaceutical Statistics
Workshop, 2000.

Some practical experiences with sample size recalculation. 23rd Annual Midwest
Biopharmaceutical Statistics Workshop, 2000.

Stopping trials for futility: The use of conditional power. Oberwolfach Conference on
Medical Statistics, Current Developments in Statistical Methodology for Clinical
Trials and Statistical Challenges of Molecular Medicine, 2000.

Women, smokers, and Libras: When do we believe subgroups? 22nd Annual Midwest
Biopharmaceutical Statistics Workshop, 1999.

When and how to report on studies indicating no benefit or harm. 20th Annual Meeting
of the Society for Clinical Trials, 1999.

Looking at safety in clinical trials: during and after. Symposium Program, NJ Chap Am
Stat Assn, 1999.

Effective use of DSMBs in Phase III clinical trials. Georgetown Center for Drug
Development Science, 1999.

Contrasting characteristics of clinical trials sponsored by government versus industry.
20th Annual Meeting of the Society for Clinical Trials, 1999.

Effective use of data safety monitoring boards. Georgetown Center for Drug
Development Science, 1998.

Disentangling competing risks. The Christian R. Klimt Joint Seminar Series on Clinical
Trials, 1998.

Data and Safety Monitoring Boards: What should they see? Center for Drug Evaluation
and Research, Food and Drug Administration, 1998.

Data and Safety Monitoring Boards: Design and methods of clinical trials. University of
Alabama at Birmingham School of Medicine Clinical Trials Symposium, 1998.
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Peer review, process problems, and ethical dilemmas facing journal editors, or what my
mother should have told me about being a journal editor. 10th Annual Optometric
Clinical Research Symposium, American Academy of Optometry, 1996.

DSMBs: Issues and controversies. Society for Clinical Trials Annual Meeting, 1996.
Questions please? Joint Statistical Meetings, 1995.
Meta-analysis. National Breast Cancer Coalition, Project LEAD, 1995.

How I learned to live without malpractice insurance. Virginia Tech, Department of
Statistics, 1995.

Changing trials midstream. Nathan Kline Institute of Psychiatry, 1995; Department of
Biostatistics, Johns Hopkins School of Public Health, 1995.

Can it work? Does it work? Differing expectations for clinical trials. American
Association for the Advancement of Science Meeting, 1995.

Women and minorities in clinical trials. NIH Epidemiology Committee Seminar, 1994.

Who should be included in clinical trials? Teaching Day, American College of
Neuropsychiatry, 1994.

Subgroups in sepsis trials. IBS Conference on Randomized Clinical Trials in Sepsis, 1994.

Subgroups in clinical trials - A view from South of the Border. Department of Medicine,
McMaster University, Hamilton, Ontario, 1994.

Meta-analysis: An ambivalent overview. The Cochrane Collaborative, 1994.

Issues in sample size calculations. Department of Biostatistics, U Iowa School of Public
Health, 1994.

Internal pilot studies. Wyeth Laboratories, 1994.

Interim analysis: The relationship between study investigators, monitoring panels, and
trial sponsors. National Multiple Sclerosis Workshop, 1994.

How institutions will need to adapt to implement new rules on research populations in
clinical research. Clinical Cocaine Seminar, NIMH, 1994.

Elements of the design and conduct of single-and multi-site clinical trials. International
Association for Dental Research, 1994.

Censoring by death in randomized clinical trials. FDA, 1994.

An overview of cholesterol-lowering trials. NHBLI Workshop on Cholesterol Lowering
Trials, 1994.

Timing of internal pilot studies. ENAR Spring Meetings, 1993.

Thoughts of an accidental entrepreneur. Can a statistician earn a living on her own? Joint
Statistical Meetings, 1993.

The Physician’s Health Study. Johns Hopkins Course on Ethics and Politics of Clinical
Trials, 1993.

Internal pilot studies in clinical trials. Harvard-Schering-Plough Workshop on Clinical
Trials, 1993.

Internal pilot studies in clinical trials. Conn Chap Am Stat Assn, 1993.
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Intention-to-treat in clinical trials. Conference of NASPE, 1993.

Compliance in clinical trials of chronic disease: A statistical perspective. NIH Reunion
Task Force Conference on the Science of Compliance, 1993.

The data monitoring board in clinical trials. NHLBI-V A Digitalis Study Group, 1992.

Subgroup analyses in clinical trials. Workshop of VA Cooperative Group Statisticians,
1992.

Sample size re-estimation in clinical trials. Drug Information Association, 1992.
Inclusion of women in clinical trials. Johns Hopkins School of Public Health, 1992.

Fitting retrospective data into prospective studies. DIA Workshop “Epidemiology and
the Evaluation of Medical Interventions”, 1992.

Behind closed doors: The purpose of data monitoring in randomized clinical trials.
Workshop on Practical Issues in Data Monitoring of Clinical Trials, NIH, 1992.

On entry criteria for clinical trials. University of Minnesota School of Public Health, 1991.

Internal pilot studies and expediting drug development. Midwest Biopharm Stat
Workshop, 1991.

Behind closed doors: The data monitoring committee in clinical trials. Conference on
“Moving Clinical Trials into the Twenty-First Century”, Del Chap Am Stat Assn,
1991.

Statistical issues in the design of clinical studies. Workshop on Intervention in Idiopathic
Pulmonary Fibrosis, NHLBI, 1990.

Issues in the design of SHEP. Preventive Cardiology Rounds, Yale School of Medicine,
1990.

Estimating normal ranges in al-antitrypsin deficiency: A statistical model of an
upregulatable gene. Am Public Health Assn, 1990; Cleveland Clinic Research
Foundation, 1990; Washington Statistical Society, 1990.

Stochastic curtailing in clinical trials. Mount Sinai School of Medicine, 1989.
Internal pilot studies in clinical trials. Columbia University School of Medicine, 1989.

Eyes, teeth, and bypass grafts: Evaluating the effect of therapy in treatments with
correlated binomial outcomes. Yale Biostatistics and Epidemiology Seminar, 1989.

On the power of the Mantel-Haenszel test. Washington Statistical Society, 1987.
On surrogate endpoints in cardiovascular clinical trials. ENAR Spring Meetings, 1987.

Relative advantages and disadvantages of using observational data bases to evaluate the
effects of treatments. Plenary Session, Society of Clinical Trials, 1987.

Panel member: Evaluation of medical therapies. 11th Annual Symposium on Computer
Applications in Medical Care, 1987.

Capture-recapture models in epidemiology: The problem of bogus data. Conference on
“Modeling Discrete Data”, Del Chap Am Stat Assn, 1987.

The statistician as data monitor in clinical trials. Baruch College, 1986.
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The design & analysis of clinical trials — A view from the other side. NJ Am Stat Assn,
1985.

Statistical perspectives on medical screening. Joint Statistical Meetings, 1983.
Estimating the size of worker populations. Joint Statistical Meetings, 1983.
An overview of capture-recapture methods. SRI-IBM, 1982, 1983.

Capture-recapture methods for estimating the total number of workers exposed to
specific risks and hazards. Rockefeller University Comparative Toxicology Seminar,
1981.

The Mantel-Haenszel test: Power and design. CALG-B, 1980.

Some problems in ascertainment methodology. NIOSH, 1980.

The evaluation of medical screening. Joint Statistical Meetings, 1978.

Mathematical models in medical screening. Columbia School of Public Health, 1977.
The effectiveness of mammography to for breast cancer. Hunter College, 1975.
Statistical evaluation of medical screening. McMaster University, 1975.

Statistical evaluation of mammography. Toronto Chap Am Stat Assn, 1975.
Capture-recapture methods in medicine and allied fields. JSM, 1973.

Measuring response to diesel exhaust odor — A statistical critique. AAAS, 1972.

A Bayesian analogue of the Model I analysis of variance. JSM, 1972.

Books and chapters

Schactman M, Wittes J. Why a DMC safety report differs from a safety section written at
the end of a trial. In: Jiang Q, Xia HA, ed. Quantitative Evaluation of Safety Drug
Development: Design, Analysis, and Reporting. Boca Raton, FL: Chapman and
Hall/CRC, 2014.

Bebchuk J, Wittes J. Fundamentals of Biostatistics. In: Ravina B, ed. Clinical Trials in
Neurology: Design, Conduct, Analysis. Cambridge, New York: Cambridge University
Press, 28-41, 2012.

Wittes ], Yu Z. Design and Analysis of Randomized Clinical Trials. In: Hinkelmann K,
ed. Design and Analysis of Experiments. New York: John Wiley, 165-211, 2012.

Herson J, Buyse M, Wittes J. On stopping a randomized clinical trial for futility. In:
Harrington D, ed. Designs for Clinical Trials: Perspectives on Current Issue. New York:
Springer, 109-137, 2011.

Levine MM, Akinyinka OO, Breman ], Halsey N, Kendall C, Laufer M, Magill C,

Moss W, Plowe C, Williams C, Wiseman V, Wittes ], Zikusooka C. Assessment of the
Role of Intermittent Preventive Treatment for Malaria in Infants. Washington DC:
Institute of Medicine, 2008.

Lachenbruch PA, Wittes ]. Sentinel events methods for monitoring unanticipated
adverse events. In Auget JL, Balakrishnan N, Mesbah M (eds). Advances in Statistical
Methods for the Health Sciences. Boston: Birkhauser, 61-74, 2007.
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Proschan M, Lan K, Wittes J. Statistical Monitoring of Clinical Trials: A Unified Approach.
New York: Springer, 2006.

Wittes ], Holmgren E, Christ-Schmidt H, Bajamonde A. Making independence work:
monitoring the bevacizumab colorectal cancer clinical trial. In DeMets D, Furberg C,
Friedman L (eds). Data Monitoring in Clinical Trials, A Case Studies Approach. Springer,
360-367, 2006.

Pocock S, Wilhelmsen L, Dickstein K, Francis G, Wittes J. Data monitoring experience in
the Moxonidine Congestive Heart Failure Trial. In DeMets D, Furberg C, Friedman L
(eds). Data Monitoring in Clinical Trials, A Case Studies Approach. Springer, 260-268,
2006.

Wittes ], Boissel ], Furberg C, Julian D, Kulbertus H, Pocock S. Stopping the Randomized
Aldactone Evaluation Study early for efficacy. In DeMets D, Furberg C, Friedman L
(eds). Data Monitoring in Clinical Trials, A Case Studies Approach. Springer, 148-157,
2006.

Wittes J. Adaptive designs for clinical trials. P Armitage, T Colton (eds). Encyclopedia of
Biostatistics, Second Edition. New York: John Wiley, 1:51-55, 2005.

Wittes J. The use of soft endpoints in clinical trials: the search for clinical significance.
Chapter 8 in Mesbah, et al. Statistical Methods for Quality of Life Studies. Design,
Measurements and Analysis. Netherlands: Kluwer Academic Publishers, 129-140, 2002.

Wittes J. Randomized treatment assignment. P Armitage, T Colton (eds). Encyclopedia of
Biostatistics. New York: John Wiley, 1998.

Reprinted: C Redmond, T Colton (eds). Biostatistics in Clinical Trials. New York: John
Wiley, 2001.

Wittes J. Disentangling competing risks in clinical trials. Actes du Seminaire. Vannes: 3,
5-22, 1998-1999.

Wittes J, Wu M. Natural history of alpha-1AT deficiency. Chapter 18 of Crystal (ed).
Alpha-1 Antitrypsin Deficiency: Biology - Pathogenesis - Clinical Manifestations - Therapy.
New York: Marcel Dekker, 281-291, 1995.

Wittes J. Cross-national HRQOL measures: a statistical perspective. In S Shumaker et al.
(eds). The International Assessment of Health-Related Quality of Life: Theory, Translation,
Measurement & Analysis. New York: Rapid Communications, 159, 1995.

Wittes J, Singh B. Role of controlled clinical trials in drug evaluation. Chapter 3 in B
Singh et al. (eds). Cardiovascular Pharmacology and Therapeutics. New York: Churchill
Livingstone, 31-50, 1994.

Wittes J. Thoughts of an accidental entrepreneur. Can a Statistician Earn a Living on her
Own? ASA Committee on Women in Statistics, 1994.

Wittes ], Davis B, Berge K, Cohen ], Grimm R, Hawkins M, Kuller L. Systolic
Hypertension in the Elderly Program (SHEP). Baseline characteristics of the
randomized SHEP participants. Part 10: Analysis. Hypertension 1991; 1711:162-167.

Wittes J, Duggan J, Yusuf S, Held P (eds). Proceedings of the Workshop on Cost and
Efficiency in Clinical Trials. Stat Med 1990; 9:1-198.
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Wu M, Wittes J, Zucker D, Kusek ] (eds). Proceedings of the Workshop on Methods for
Longitudinal Data Analysis in Epidemiological and Clinical Studies. Stat Med 1988;
7:1-362.

Friedman L, Simon R, Verter ], Wittes J (eds). Proceedings of the Workshop Evaluation of
Therapy. Stat Med 1984; 3:305-475.

Kendig E, Dyken P, Hernandez N, McKee M, Peterson H, Richards N, Shackelford R,
Smith E, Wilder B, Wittes J. NIH Consensus Development Conference Summary. 1980.

Belmont L, Wittes ], Stein Z. The only child syndrome: myth or reality. Chapter 17 in S
Sells et al. (eds). Human Functioning in Longitudinal Perspective. Baltimore: Williams
and Wilkins, 251-262 (with Discussion), 1980.

Turk A, Beidler L, Benforado D, Cain W, Crocker T, Dravnieks A, Duffee R, First M,
Flesh D, Miner ], Moulton D, Selig E, Wittes ], Frazier ], Grossblat N. Odors from
Stationary and Mobile Sources. Washington DC: National Academy of Sciences, 1979.

Turk A, Turk J, Wittes J, Wittes R. Environmental Science. Philadelphia: WB Saunders Co.,
563pp, 1974.
-Spanish edition: Tratado de Ecologia. Mexico City: Interamericana, 453pp, 1976.
-Second edition: 597pp, 1978.

Wittes J. Estimating population sizes. Chapter 11 in F Mosteller et al. (eds). Statistics by
Example: Finding Models. Reading: Addison-Wesley Publishing Co., 111-127, 1973.

Turk A, Turk J, Wittes J. Ecology, Pollution, Environment. Philadelphia: WB Saunders Co.,
217pp, 1973.
-Spanish edition: Ecologia-Contamination-Medio Ambiento. Mexico D.F., Mexico:
Interamericana, 227pp, 1973.

Turk A, Wittes ], Reckner LR, Squires RE. Sensory Evaluation for Diesel Exhaust Odors.
Raleigh: Publication No. AP-60. U.S. Department of HEW NAPCA, 1970.

Wittes J, Turk A. The Selection of Judges for Odor Discrimination Panels. Correlation
Subjective-Objective Methods in the Study of Odors and Taste. Special Technical
Publication No. 440. Am Soc for Testing Materials, 1968.

Discussions, editorials, letters, and proceedings
Wittes J, Musch DC. Should we test for genotype in deciding on age-related eye disease
study supplementation? Ophthalmology 2015; 122:3-5.

Wittes J. Assessing correlates of protection in vaccine trials. | Infect Dis 2014; 210:1523-
1525.

Wittes J. Pazopanib versus sunitinib in renal cancer. N Engl ] Med 2013; 369:1969.

Wittes J. Why is this subgroup different from all other subgroups? Thoughts on regional
differences in randomized clinical trials. Proceedings of the Fourth Seattle Symposium in
Biostatistics: Clinical Trials, Seattle, WA, 2013.

Wittes J. Book review of Julious, S. A. Sample Sizes for Clinical Trials. Biometrics 2012;
68:327-328.
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Wittes J. Discussion of paper by Korn and Freidlin. Am | Bioeth 2011; 11:13-14.

Wittes ], Gorin MB, Mayne ST, McCarthy CS, Sternberg P, Jr., Wall M. Letter from the
DSMC regarding a clinical trial of lutein in patients with retinitis pigmentosa. Arch
Ophthalmol 2011; 129:675.

Wittes J. Comments on the FDA draft guidance on adaptive designs. | Biopharm Stat 2010;
20:1166-1170.

Goodman S, Berry D, Wittes J. Bias and trials stopped early for benefit. JAMA 2010;
304:157.

Wittes ]. Comment on paper by Crowe et al. Clin Trials 2009; 6:441-442; discussion 445.

Wittes J. Commentary on ‘Measurement in clinical trials: a neglected issue for
statisticians?’ Stat Med 2009; 28:3220-3222.

Wittes J. On looking at subgroups. Circulation 2009; 119:912-915.

Wittes J. Times to event: why are they hard to visualize? ] Natl Cancer I 2008; 100:80-81.

Lachenbruch PA, Stablein D, Wittes ]. Too quick to impugn: JAMA editorialists doubt
integrity of statisticians working in for-profit world. AmStat News 2008; July:2-3.

Sadoff JC, Wittes ]J. Correlates, surrogates, and vaccines. | Infect Dis 2007; 196:1279-1281.

Kaizar E, Greenhouse J, Seltman H, Kelleher K. Discussion: Do antidepressants cause
suicidality in children? A Bayesian meta-analysis. Clin Trials 2006; 3:73-98.

Wittes J, Lachenbruch P. Opening the adaptive toolbox. Biometrical | 2006; 48:598-603.

Lachenbruch P, Wittes J. Some aspects of the application of internal pilot studies.
Biometrical |, 2006; 48:556-557.

Solomon S, Wittes J, Arber N, Bertagnolli M, Hawk E, Levin B. Risks and benefits of
celecoxib to prevent colorectal adenomas. N Engl ] Med 2006; Authors’ reply to letter:
2371-2373.

Campbell G, Witten C, Wittes ], Irony T, Gatsonis C. Panel discussion of case study 2.
Clin Trials 2005; 2:334-339.

Solomon S, Wittes J, McMurray J. Letter: Cardiovascular risk associated with celecoxib.
New Engl ] Med 2005; 352:2648-2650.

Wittes J. Discussion of a paper by Sampson and Sill. Biometrical ], 2005; 47:276-277.

Wittes J. Editorial: Subgroups: time to change the question? Evid Based Cardiovasc Med
2000; 4:79-81.

Wittes ], Friedman H. Editorial: Searching for evidence of altered gene expression: a
comment on statistical analysis of microarray data. JNCI 1999; 91:400-401.

Wittes J. Editorial. Control Clin Trials 1995; 1:1-2.

NIH Consensus Development Panel Members. Infectious disease testing for blood

transfusions. NIH Consensus Statement. Bethesda: NIH, Vol. 13, 1-27, 1995.
Reprinted: JAMA 1995; 274:1374-1379.
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Brittain E, Wittes J. Power trips: the factorial design for binary outcomes. Proceedings of
the Biopharmaceutical Section of the American Statistical Association, Toronto Canada,
1994.

Piantadosi S, Wittes ]J. Letter: Politically correct clinical trials. Control Clin Trials 1993;
14:562-567.

Wittes J. Subgroup representation in randomized clinical trials. Clinical Trials and
Statistics: Proceedings of a Symposium. Board on Mathematical Sciences, National
Research Council, National Academy Press, 15-22, 1993.

Chalmers T, Fisher L, Terrin M, Wittes J. Clinical trials: a reader’s guide. Patient Care
1992; 26:85-102.
-Response to letter to the editor, 1993; 27:20.

Wittes J. Discussion of Chuang-Stein paper “Safety analysis: too much? not enough? and
how?” Biopharm Rep 1992; 1:10-11.

Wittes ], Yusuf S, Probstfield J. Letter: Subgroup analysis of clinical trials. Am | Cardiol
1991; 67:330-331.

Yusuf S, Wittes ], Probstfield J. Editorial: Evaluating effects of treatment in subgroups of
patients within a clinical trial: the case of non-Q-wave myocardial infarction and beta
blockers. Am | Cardiol 1990; 66:220-222.

-Response to letter to the editor, 1991; 67:330-332.

Wittes J. Discussion of papers by Wermuth & Lauritzen and Edwards. ] R Stat Soc 1990;
52:64.

Wittes J. Remembrances of Max Halperin. Stat Med 1990; 9:863-870.

Yusuf S, Wittes ], Friedman L. Letter: Randomized clinical trials in heart disease. JAMA
1989; 261:2953-2954.

Frommer P, Verter J, Wittes J, Castelli W. Letter: Cholesterol reduction and life
expectancy. Ann Intern Med 1988; 108:313-314.

Lachin J, Gordon T, Greenhouse S, Lan KK, Wittes J. In memoriam: Max Halperin (1917-
1988). Control Clin Trials 1988; 9:170-172.

Wittes J. Letter: Prior publication on monitoring clinical trials. ] Clin Epidemiol 1988;
41:611-612.

Wittes J. Comments on Professor Gastwirth’s paper. Stat Sci 1987; 2:228-230.

Wittes J. Discussion: Training the statistician and health scientist for collaboration.
Proceedings Sec on Stat Edu, | Am Stat Assn 1984; 50.

Ellenberg S, Wittes J. Letter: Analysis of data from clinical trials. Ann Intern Med 1983;
99:874.

Berger A, Wittes ], Gold R. On optimal tests for partial association in a set of fourfold
tables. Columbia U Stat Reports, Tech Rep No 1 B-03. Div of Biostat, School Pub Health,
Columbia U, 1981.
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Berger A, Wittes ], Gold R. On the power of the Cochran-Mantel-Haenszel test and of
other approximately optimal tests for partial association. Columbia U Stat Reports,
Tech Rep No 1 B-03. Div of Biostat, School Pub Health, Columbia U, 1979.

Wittes J, Kaufman R, Wittes R. Letter: Diethylstilbestrol in breast cancer: dose-response
analysis. JAMA 1977; 238:1362-1363.

Published articles

DeMets DL, Wittes JT, Geller NL. The influence of biostatistics at the National Heart,
Lung, and Blood Institute. The American Statistician; 69:2
DOI:10.1080/00031305.2015.1035962.

(b) (4)

to appear 2015.

Weir MR, Bakris GL, Bushinsky DA, Mayo MR, Garza D, Stasiv Y, Wittes ], Christ-
Schmidt H, Berman L, Pitt B. Patiromer in patients with kidney disease and
hyperkalemia receiving RAAS Inhibitors. N Engl | Med 2015; 372:211-221.

Chin MP, Wrolstad D, Bakris GL, Chertow GM, de Zeeuw D, Goldsberry A, Linde PG,
McCullough PA, McMurray JJ, Wittes J, Meyer CJ. Risk Factors for Heart Failure in
Patients with Type 2 Diabetes Mellitus and Stage 4 Chronic Kidney Disease Treated
with Bardoxolone Methyl. | Card Fail 2014; 20:953-958.

Moukarbel GV, Yu Z, Dickstein K, Hou YR, Wittes JT, McMurray JJV, Pitt B, Zannad F,
Pfeffer MA, Solomon S. The impact of kidney function on outcomes following high-
risk myocardial infarction: findings from 27,610 patients. Eur | Heart Fail 2014; 16:289-
299.

Wittes J, Schactman M. On independent data monitoring committees in oncology clinical
trials. Chinese Clinical Oncology; 2014; 10.3978/j.issn.2304-3865.2014.3906.3901.

de Zeeuw D, Akizawa T, Audhya P, Bakris GL, Chin M, Christ-Schmidt H, Goldsberry
A, Houser M, Krauth M, Lambers Heerspink HJ, McMurray ]J, Meyer CJ, Parving
HH, Remuzzi G, Toto RD, Vaziri ND, Wanner C, Wittes J, Wrolstad D, Chertow GM.
Bardoxolone methyl in type 2 diabetes and stage 4 chronic kidney disease. N Engl |
Med 2013; 369:2492-2503.

de Zeeuw D, Akizawa T, Agarwal R, Audhya P, Bakris GL, Chin M, Krauth M, Lambers
Heerspink HJ, Meyer CJ, McMurray JJ, Parving HH, Pergola PE, Remuzzi G, Toto
RD, Vaziri ND, Wanner C, Warnock DG, Wittes J, Chertow GM. Rationale and trial
design of bardoxolone methyl evaluation in patients with chronic kidney disease and
type 2 diabetes: the occurrence of renal events (BEACON). Am | Nephrol 2013; 37:212-
222,
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Lambers Heerspink HJ, Chertow GM, Akizawa T, Audhya P, Bakris GL, Goldsberry A,
Krauth M, Linde P, McMurray JJ, Meyer CJ, Parving HH, Remuzzi G, Christ-Schmidt
H, Toto RD, Vaziri ND, Wanner C, Wittes J, Wrolstad D, de Zeeuw D. Baseline
characteristics in the Bardoxolone methyl EvAluation in patients with Chronic
kidney disease and type 2 diabetes mellitus: the Occurrence of renal eveNts
(BEACON) trial Nephrol Dial Transplant 2013; 28:2841-2850.

Coffey CS, Levin B, Clark C, Timmerman C, Wittes ], Gilbert P, Harris S. Overview,
hurdles, and future work in adaptive designs: perspectives from a National Institutes
of Health-funded workshop. Clin Trials 2012; 9:671-680.

Dickstein K, Bebchuk ], Wittes J. The high-risk myocardial infarction database initiative.
Prog Cardiovasc Dis 2012; 54:362-366.

Lan KG, Wittes JT. Some thoughts on sample size: A Bayesian-frequentist hybrid
approach. Clin Trials 2012; 9:561-569.

Wittes J. Clinical trials must cope better with multiplicity. Nat Med 2012; 18:1607.
Wittes J. Jerome Cornfield's contributions to early large randomized clinical trials and

some reminiscences from the years of the slippery doorknobs. Stat Med 2012; 31:2791-
2797.

Wittes J. Stopping a trial early — and then what? Clin Trials 2012; 9:714-720.

Anand SS, Wittes J, Yusuf S. What information should a sponsor of a randomized trial
receive during its conduct? (with discussion and response by author). Clin Trials
2011; 8:716-726.

Pergola PE, Raskin P, Toto RD, Meyer CJ, Huff JW, Grossman EB, Krauth M, Ruiz S,
Audhya P, Christ-Schmidt H, Wittes J, Warnock DG. Bardoxolone methyl and
kidney function in CKD with Type 2 diabetes. N Engl ] Med 2011; 365:327-336.

Schumi J, Wittes J. Through the looking glass: understanding non-inferiority. Trials 2011;
12:106.

White H, Held C, Stewart R, Watson D, Harrington R, Budaj A, Steg PG, Cannon CP,
Krug-Gourley S, Wittes ], Trivedi T, Tarka E, Wallentin L. Study design and rationale
for the clinical outcomes of the STABILITY Trial (STabilization of Atherosclerotic
plaque By Initiation of darapLadlIb TherapY) comparing darapladib versus placebo
in patients with coronary heart disease. Am Heart | 2010; 160:655-661.

Downs M, Tucker K, Christ-Schmidt H, Wittes J. Some practical problems in
implementing randomization. Clin Trials 2010; 7:235-245.

Kay R, Wu ], Wittes J. On assessing the presence of evaluation-time bias in
progression-free survival in randomised trials. Pharm Stat 2011; 10:213-217.

Wittes J. Missing inaction: Preventing missing outcome data in randomized clinical
trials. | Biopharm Stat 2009; 19:957-968.

Wittes J, Downs M. Outcome measures to assess efficacy of treatments for age-related
macular degeneration. Ophthalmology 2009; 116:S8-14.
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Rhorer J, Ambrose C, Dickinson S, Hamilton H, Oleka N, Malinoski F, Wittes J. Efficacy
of live attenuated influenza vaccine in children: a meta-analysis of nine randomized
clinical trials. Vaccine 2009; 27:1101-1110.

Ogutu BR, Apollo OJ, McKinney D, Okoth W, Siangla ], Dubovsky F, Tucker K,
Waitumbi JN, Diggs C, Wittes ], Malkin E, Leach A, Soisson LA, Milman ]B, Otieno
L, Holland CA, Polhemus M, Remich SA, Ockenhouse CF, Cohen ], Ballou WR,
Martin SK, Angov E, Stewart VA, Lyon JA, Heppner DG, Withers MR. Blood stage
malaria vaccine eliciting high antigen-specific antibody concentrations confers no
protection to young children in Western Kenya. PLoS ONE 2009; 4:e4708.

Kramer BS, Hagerty KL, Justman S, Somerfield MR, Albertsen PC, Blot W], Ballentine
Carter H, Costantino JP, Epstein JI, Godley PA, Harris RP, Wilt TJ, Wittes J, Zon R,
Schellhammer P. Use of 5-alpha-reductase inhibitors for prostate cancer
chemoprevention: American Society of Clinical Oncology/American Urological
Association 2008 Clinical Practice Guideline. | Clin Oncol 2009; 27:1502-1516.

Solomon SD, Wittes J, Finn PV, Fowler R, Viner ], Bertagnolli MM, Arber N, Levin B,
Meinert CL, Martin B, Pater JL, Goss PE, Lance P, Obara S, Chew EY, Kim J, Arndt G,
Hawk E. Cardiovascular risk of celecoxib in 6 randomized placebo-controlled trials:
the cross trial safety analysis. Circulation 2008; 117:2104-2113.

Cairns JA, Wittes ], Wyse DG, Pogue ], Gent M, Hirsh J, Marler ], Pritchett EL.
Monitoring the ACTIVE-W trial: some issues in monitoring a noninferiority trial.
Am Heart ] 2008; 155:33-41.

Wittes ], Barrett-Connor E, Braunwald E, Chesney M, Cohen HJ, Demets D, Dunn L,
Dwyer ], Heaney RP, Vogel V, Walters L, Yusuf S. Monitoring the randomized trials
of the Women’s Health Initiative: the experience of the Data and Safety Monitoring
Board. Clin Trials 2007; 4:218-234.

Kester KE, McKinney DA, Tornieporth N, Ockenhouse CF, Heppner DG, Jr., Hall T,
Wellde BT, White K, Sun P, Schwenk R, Krzych U, Delchambre M, Voss G, Dubois
MC, Gasser RA, Jr., Dowler MG, O’Brien M, Wittes J, Wirtz R, Cohen ], Ballou WR. A
phase I/Ila safety, immunogenicity, and efficacy bridging randomized study of a
two-dose regimen of liquid and lyophilized formulations of the candidate malaria
vaccine RTS,S/AS02A in malaria-naive adults. Vaccine 2007; 25:5359-5366.

Stoute JA, Gombe J, Withers MR, Siangla J, McKinney D, Onyango M, Cummings JF,
Milman J, Tucker K, Soisson L, Stewart VA, Lyon JA, Angov E, Leach A, Cohen J,
Kester KE, Ockenhouse CF, Holland CA, Diggs C, Wittes ], Heppner DG. Phase I
randomized double-blind safety and immunogenicity trial of Plasmodium
falciparum malaria merozoite surface protein FMP1 vaccine, adjuvanted with
AS02A, in adults in western Kenya. Vaccine 2007; 25:176-184.

Borer JS, Pouleur H, Abadie E, Follath F, Wittes ], Pfeffer MA, Pitt B, Zannad F.
Cardiovascular safety of drugs not intended for cardiovascular use: need for a new
conceptual basis for assessment and approval. Eur Heart | 2007; 28:1904-1909.
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Withers MR, McKinney D, Ogutu BR, Waitumbi JN, Milman JB, Apollo OJ, Allen OG,
Tucker K, Soisson LA, Diggs C, Leach A, Wittes ], Dubovsky F, Stewart VA, Remich
SA, Cohen ], Ballou WR, Holland CA, Lyon JA, Angov E, Stoute JA, Martin SK,
Heppner DG, Jr. Safety and reactogenicity of an MSP-1 malaria vaccine candidate: a
randomized phase Ib dose-escalation trial in Kenyan children. PLoS Clin Trials 2006;
1:e32.

Gorse G, O’Connor T, Young S, Habib M, Wittes J, Neuzil K, Nichol K. Impact of a
winter respiratory virus season on patients with COPD and association with
influenza vaccination. Chest 2006; 130:1109-1116.

Bertagnolli M, Eagle C, Zauber AG, Redston M, Solomon SD, Kim K, Tang J, Rosenstein
R, Wittes ], Corle D, Hess T, Woloj M, Boisserie F, Anderson W, Viner ], Bagheri DB,
J, Chung D, Dewar T, Foley R, Hoffman N, Macrae F, Pruitt RE, Saltzman ], Salzberg
B, Sylwestrowicz T, Gordon G, Hawk E. Celecoxib for the prevention of sporadic
colorectal adenomas. N Engl | Med 2006; 355:873-884.

Arber N, Eagle C, Spicak ], Racz I, Dite P, Hajer ], Zavoral M, Lechuga M, Gerletti P,
Tang J, Rosenstein R, Macdonald K, Bhadra P, Fowler R, Wittes ], Zauber AG,
Solomon SD, Levin B. Celecoxib for the prevention of colorectal adenomatous
polyps. N Engl | Med 2006; 355:885-895.

Solomon S, Pfeffer M, McMurray ], Fowler R, Finn P, Levin B, Eagle C, Hawk E, Lechuga
M, Zauber A, Bertagnolli M, Arber N, Wittes J. Effect of celecoxib on cardiovascular
events and blood pressure in two trials for the prevention of colorectal adenomas.
Circulation 2006; 114:1028-1035.

Wittes J. A tale of three species — rabbits, chickens and humans: an interview with
clinical trials pioneer Jeremiah Stamler. Clin Trials 2006; 3:320-334.

Harmatz P, Giugliani R, Schwartz I, Guffon N, Teles EL, Miranda M, Wraith J, Beck M,
Arash L, Scarpa M, Yu Z, Wittes ], Berger K, Newman M, Lowe A, Kakkis E,
Swiedler S, MPS VI Phase 3 Study Group. Enzyme replacement therapy for
Mucopolysaccharidosis VI: a phase 3, randomized, double-blind, placebo-controlled,
multinational study of recombinant human n-acetylgalactosamine 4-sulfatase
(recombinant human arylsulfatase B or rhASB) and follow-on, open-label extension
study. | Pediatr 2006; 148:533-539.

Black HR, Elliott W], Grandits G, Grambsch P, Lucente T, Neaton JD, Grimm RH,
Hansson L, Lacouciere Y, Muller JE, Sleight P, Weber MA, White WB, Williams GH,
Wittes ], Zanchetti A, Anders R, for the CONVINCE Research Group. Results of the
Controlled ONset of Verapamil INvestigation of Cardiovascular Endpoints
(CONVINCE) trial by geographical region. | Hypertens 2005; 23:1099-1106.
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Heppner DG, Jr., Kester KE, Ockenhouse CF, Tornieporth N, Ofori O, Lyon JA, Stewart
VA, Dubois P, Lanar DE, Krzych U, Moris P, Angov E, Cummings JF, Leach A, Hall
BT, Dutta S, Schwenk R, Hillier C, Barbosa A, Ware LA, Nair L, Darko CA, Withers
MR, Ogutu B, Polhemus ME, Fukuda M, Pichyangkul S, Gettyacamin M, Diggs C,
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